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committee. His expertise in the field of cardiology and vast clinical trial experience with 
cardiovascular drugs will provide much needed insight on this topic. 

In addition, any conflict or appearance of a conflict will be mitigated further by our 
recomnlendation to limit Dr. Nissen's participation to present and answer questions regarding the 
"Need for Cardiovascular Assessment during the Approval Process for Anti-diabetic Drugs." 
Under the terms of this limited waiver, he will not be allowed to participate in the committees' 
discussions, deliberations, or voting with respect to the discussions on the role of cardiovascular 
assessment in the pre-approval and post-approval settings for drugs and biologics developed for 
the treatment of type 2 diabetes mellitus. 

Accordingly, I recommend that you grant Steven Nissen, M.D., a limited waiver that will permit 
him to present and answer questions regarding the "Need for Cardiovascular Assessment during 
the Approval Process for Anti-diabetic Drugs." I believe that such a limited waiver is appropriate 
because in this case, the need for the services of Dr. Nissen outweighs the potential for a conflict 
of interest created by the financial interests attributable to him. 

DECISION: 

Limited waiver granted (limited to presenting and answering questions) based on my 
determination, made in accordance with section 208(b)(3), that the need for the individual's 
services outweighs the potential for a conflict of interest created by the financial interest 
attributable to the individual. 

- Waiver denied 

Randall W. Lutter, k h . ~ .  
Deputy Commissioner for Policy 
Food and Drug Administration 
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